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(3) Class 11l means the class of devices
for which premarket approval is or will
be required in accordance with section
515 of the act. A device is in class Il if
insufficient information exists to de-
termine that general controls are suffi-
cient to provide reasonable assurance
of its safety and effectiveness or that
application of special controls de-
scribed in paragraph (c)(2) of this sec-
tion would provide such assurance and
if, in addition, the device is life-sup-
porting or life-sustaining, or for a use
which is of substantial importance in
preventing impairment of human
health, or if the device presents a po-
tential unreasonable risk of illness or
injury.

(d) Implant means a device that is
placed into a surgically or naturally
formed cavity of the human body. A de-
vice is regarded as an implant for the
purpose of this part only if it is in-
tended to remain implanted continu-
ously for a period of 30 days or more,
unless the Commissioner determines
otherwise in order to protect human
health.

(e) Life-supporting or life-sustaining de-
vice means a device that is essential to,
or that yields information that is es-
sential to, the restoration or continu-
ation of a bodily function important to
the continuation of human life.

(f) Classification questionnaire means a
specific series of questions prepared by
the Commissioner for use as guidelines
by classification panels preparing rec-
ommendations to the Commissioner re-
garding classification and by petition-
ers submitting petitions for reclassi-
fication. The questions relate to the
safety and effectiveness characteristics
of a device and the answers are de-
signed to help the Commissioner deter-
mine the proper classification of the
device.

(g) Supplemental data sheet means in-
formation compiled by a classification
panel or submitted in a petition for re-
classification, including:

(1) A summary of the reasons for the
recommendation (or petition);

(2) A summary of the data upon
which the recommendation (or peti-
tion) is based;

(3) An identification of the risks to
health (if any) presented by the device;
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(4) To the extent practicable in the
case of a class Il or class Ill device, a
recommendation for the assignment of
a priority for the application of the re-
quirements of performance standards
or premarket approval;

(5) In the case of a class | device, a
recommendation whether the device
should be exempted from any of the re-
quirements of registration, record-
keeping and reporting, or good manu-
facturing practice regulations;

(6) In the case of an implant or a life-
supporting or life-sustaining device for
which classification in class Ill is not
recommended, a statement of the rea-
sons for not recommending that the de-
vice be classified in class 111,

(7) lIdentification of any needed re-
strictions on the use of the device, e.g.,
whether the device requires special la-
beling, should be banned, or should be
used only upon authorization of a prac-
titioner licensed by law to administer
or use such device; and

(8) Any known existing standards ap-
plicable to the device, device compo-
nents, or device materials.

(h) Classification panel means one of
the several advisory committees estab-
lished by the Commissioner under sec-
tion 513 of the act and Part 14 of this
chapter for the purpose of making rec-
ommendations to the Commissioner on
the classification and reclassification
of devices and for other purposes pre-
scribed by the act or by the Commis-
sioner.

(i) Generic type of device means a
grouping of devices that do not differ
significantly in purpose, design, mate-
rials, energy source, function, or any
other feature related to safety and ef-
fectiveness, and for which similar regu-
latory controls are sufficient to pro-
vide reasonable assurance of safety and
effectiveness.

(J) Petition means a submission seek-
ing reclassification of a device in ac-
cordance with §860.123.

[43 FR 32993, July 28, 1978, as amended at 57
FR 58403, Dec. 10, 1992]

§860.5 Confidentiality and use of data
and information submitted in con-
nection with classification and re-
classification.

(a) This section governs the avail-
ability for public disclosure and the use

162



		Superintendent of Documents
	2012-04-27T16:05:11-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




